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The MAILING DATE of this communication appears on the cover sheet with the correspondence address ~ 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 

2a)D This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) 03 Claim(s) 1-3.5 and 6 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 1.2.5 and 6 is/are rejected. 

7) S Claim(s) 3 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)S accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)IEl All b)Q Some * c)D None of: 

1 .£3 Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1. Claims 1-3,5,6 are pending. Drawings were filed. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the subject matter which the 
applicant regards as his invention. 

2. Claims 1,2,5,6 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claims 1,6 throughout employ the term 'analog' which is ambiguous. Is the term 
structurally similar? Is it functionally close? The metes and bounds of what would be within 
the scope cannot be ascertained. Applicants' reagent or material or product 'is' the claimed 
formula. Therefore, it is recommended that all the terms 'analog' be replaced with the term 
'compound' to be consistent with the named formula. 

Claim 1 the structure is missing a bond between the two oxygen's in the ring. Please 
clarify/correct. 

Claims 2,5 do not end in a period. Please correct/clarify. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making and using it, in such 
full, clear, concise, and exact terms as to enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the same and shall set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claim 6 is rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with the 
enablement requirement. The claim(s) contains subject matter which was not described in the 
specification in such a way as to enable one skilled in the art to which it pertains, or with which 
it is most nearly connected, to make and/or use the invention. 

There are many factors to be considered when determining whether there is sufficient 
evidence to support a determination that a disclosure does not satisfy the enablement requirement 
and whether any necessary experimentation is "undue". These factors include 1) the breadth of 
the claims, 2) the nature of the invention, 3) the state of the prior art, 4) the level of one of 
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ordinary skill, 5) the level of predictability in the art, 6) the amount of direction provided by the 
inventor, 7) the existence of working examples, and 8) the quantity of experimentation needed to 
make or use the invention based on the content of the disclosure. In re Wands, 858 F.2d 731, 
737, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988). All of the factors have been considered but only 
the most relevant will be discussed below. 

The nature of the invention: The nature of the invention is an anticancer agent comprising 
Deoxoartemisinin as in claim 1 . 

The state of the prior art and predictability: The state of the prior art is that it involves 
screening in vitro and in vivo to determine which compounds exhibit the desired 
pharmacological activities (i.e. what compounds can treat which specific disease). Cancer 
treatment has been known to be compound and disease specific, that is a particular compound or 
class of compound can be useful in treating a particular type or class of cancer. Passing primary 
screen such as by murine mice model ordinarily qualifies the compound for further testing but 
does not offer therapeutically value. Efferth, T, Mechanistic perspectives for 1,2,4-trioxanes in 
anti-cancer therapy, Drug Resistance Updates 8 (2005) 85-97. at page 94 column 2 last 
paragraph state more in vivo data is needed before the activity of artemisinin can be established. 
Further, there is no umbrella drug known to treat all forms of cancer. 

Guidance and working examples: Compounds according to the invention have been made. 
See Table 1 and schemes 2-4. Applicants have not shown the claimed compounds effective 
treating any form of cancer. Efficacy against in vitro cell lines is not indicative of in vivo 
results. Applicants' assertions either that the compounds would be effective or that the 
compounds are effective are not enough. 

Since insufficient guidance and teaching have been provided by the specification, the skilled 
artisan, even with high level of skill, is unable to use the instant compound as claimed without 
undue experimentation 

4. Claim 6 is rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with the 
written description requirement. The claim(s) contains subject matter which was not described 
in the specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed invention. 
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The claim encompasses as yet unidentified forms of cancer a description of which is not 
found in the specification. 

Claim Objections 

5. Claim 3 is objected to as being dependent upon a rejected base claim, but would be 
allowable if rewritten in independent form including all of the limitations of the base claim and 
any intervening claims. 

Duplicate Claims 

6. Claims 6 is objected to under 37 CFR 1 .75 as being a substantial duplicate of claim 1. 
The recitation of the use of the compound in claim 6 does not further limit the compound of 
claim 1 . When two claims in an application are duplicates or else are so close in content that they 
both cover the same thing, despite a slight difference in wording, it is proper after allowing one 
claim to object to the other as being a substantial duplicate of the allowed claim. See MPEP 
7O6.03(k). 

Certain Observations 

7. Artemisinin compounds are well known anti-malarial. See specification page 1 . 

8. Jung, M et al, Antitumor Activity of Novel Deoxoartemisinin Monomers, Dimers, and 
Trimer, J. Med. Chem. 2003, 46, 987-994 teach the claimed compounds and their synthesis. See 
page 988, Schemes 2-5. The reference was published on the Web 2/15/2003; published in the 
journal 3/13/2003. Both dates are after the 1/23/2003 priority date, thus the reference is not 
applicable as prior art. 

9. The prior art neither teaches nor suggests the claimed compounds or processes for 
preparing them. Compounds similar in structure would be expected to have the same properties. 
Thus, the claimed compounds would be expected to have antimalarial activity due to their 
structural similarity to artemisinin depicted below. 
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Any inquiry concerning this communication or earlier communications from the examiner should be 
directed to Amelia A. Owens whose telephone number is 571-272-0690. The examiner can normally be reached on 
Monday - Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Cecilia J. Tsang 
can be reached on 571-272-0562. The fax phone number for the organization where this application or proceeding 
is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent Application Information 
Retrieval (PAIR) system. Status information for published applications may be obtained from either Private PAIR 
or Public PAIR. Status information for unpublished applications is available through Private PAIR only. For more 
information about the PAIR system, see http://pair-direct.uspto.gov. Should you have questions on access to the 
Private PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




'Amelia A. Owens 
Primary Examiner 
Art Unit 1625 



